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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  180 

[PP  9F2167/R316;  PH  FRL  1769-1] 

Tolerances  and  Exemptions  From 
Tolerances  for  Pesticide  Chemicals  in 
or  on  Raw  Agricultural  Commodities; 
Ethylene  Dibromide 

agency:  Environmental  Protection 
Agency  (EPA). 
action:  Final  rule. 

summary:  This  rule  establishes 
tolerances  for  residues  of  the 
nematocide,  ethylene  dibromide  at  .001 
part  per  million  (ppm)  for  ethylene 
dibromide,  per  se  and  at  125  ppm  for 
inorganic  bromides  (calculated  as 
bromide  ion)  on  soybeans  grown  in  soil 
treated  with  the  nematocide  ethylene 
dibromide.  The  regulation  was 
requested  by  Auburn  University.  This 
rule  establishes  a  maximum  permissible 
level  for  residues  of  the  nematocide  on 
soybeans. 

EFFECTIVE  date:  Effective  on  March  3, 
1981. 

ADDRESS:  Written  objections  may  be 
submitted  to  the:  Hearing  Clerk, 
Environmental  Protection  Agency,  Rm. 
M-3708  (A-110),  401  M  Street  SW., 
Washington,  D.C.  20460. 

FOR  FURTHER  INFORMATION  CONTACT: 
William  H.  Miller,  Product  Manager 
(PM)  16,  Registration  Division  (TS- 
767C),  Office  of  Pesticide  Programs, 
Environmental  Protection  Agency,  Rm. 
403,  CM#2, 1921  Jefferson  Davis 
Highway,  Alexandria,  VA  22202,  (703- 
55'T-7040). 

SUPPLEMENTARY  INFORMATION:  EPA 

issued  a  notice  that  published  in  the 
Federal  Register  of  April  22, 1980  (45  FR 
27010)  that  Auburn  University,  107 
Comer  Hall,  Auburn,  AL  36830,  had  filed 
a  petition  (PP  9F2167)  with  the  EPA.  This 
petition  proposed  that  40  CFR  Part  180 
be  amended  by  establishing  a  tolerance 
at  125  ppm  for  residues  of  inorganic 
bromides  (calculated  as  bromide  ion)  in 
or  on  the  raw  agricultural  commodity 
soybeans  grown  in  soil  treated  with  the 
nematocide  ethylene  dibromide.  No 
comments  were  received  in  response  to 
this  notice  of  filing. 

For  purposes  of  consistency  with  the 
regulatory  action  proposed  in  the 
document,  Ethylene  Dibromide:  Position 
Document  2/3,  published  in  the  Federal 
Register  of  December  10, 1980,  the 
petition  was  amended  to  revise  the 
proposed  tolerance  on  soybeans  to 
include  a  tolerance  level  of  .001  ppm  for 
ethylene  dibromide, perse  in  soybeans. 


The  data  submitted  in  the  petition  and 
other  relevant  material  have  been 
evaluated,  and  it  is  concluded  that  the 
pesticide  may  be  safely  used  in 
prescribed  manner. 

A  comprehensive  review  of  the  data 
available  for  the  chemical  was 
conducted  in  connection  with  the 
Rebuttable  Presumption  Against 
Registration  (RPAR)  of  Ethylene 
Dibromide  (EDB)  which  was  issued  by 
the  agency  on  December  14, 1977. 

This  presumption  was  based  on  data 
showing  that  EDB  is  oncogenic, 
mutagenic,  and  has  adverse  effects  on 
reproduction.  These  data  were 
discussed  in  detail  including  a 
quantitative  risk  analysis  of  the 
oncogenic  data  in  the  subsequent 
document,  Ethylene  Dibromide:  Position 
Document  2/3  which  was  published  in 
the  Federal  Register  on  December  10, 
1980.  This  document  also  detailed  a 
benefit/risk  analysis  of  the  presently 
registered  pesticidal  uses  of  the 
chemical  in  light  of  the  adverse  effects 
finding  of  the  RPAR  document:  and 
proposed  regulatory  actions  to  reduce 
the  potential  health  risks  from  these 
uses.  As  a  result  of  this  risk/benefit 
analysis,  the  agency  has  proposed  to 
allow  registration  to  continue  for 
preplant  soil  fumigation.  It  is  this  same 
type  of  use  pattern  for  which  this 
tolerance  on  soybeans  is  being 
established.  This  proposal  is  based  on 
the  reduction  of  the  health  risks  to  soil 
fumigation  applicators  through  required 
use  of  respirators  and  protective 
clothing;  and  the  prohibition  of  re-entry 
into  a  treated  field  for  24  hours 
following  fumigation;  and  on  the 
minimal  potential  health  risk  to  the 
general  public  since  on  EDB  residues 
have  been  detected  in  soybeans  grown 
in  fumigated  soil  at  the  limit  of 
sensitivity  of  the  analytical  methodology 
(currently  1  ppb  or  .001  ppm). 

Food  residue  studies  on  soybeans 
grown  in  soil  fumigated  with  ethylene 
dibromide  were  submitted  and 
evaluated  for  the  petition.  These  studies 
demonstrate  that  residues  of  EDB  perse 
in  soybeans  grown  in  ethylene 
dibromide  fumigated  soils  at  maximum 
and  exaggerated  allowed  application 
rates,  will  be  less  than  the  limits  of 
sensitivity  of  analytical  methodology,  or 
less  than  .001  ppm. 

There  are  no  expectations  of  residues 
occurring  in  milk,  eggs,  meat,  and/or 
poultry  from  the  proposed  use  and 
§  180.6(a)(3)  applies.  An  adequate 
analytical  method  is  available  for 
enforcement  purposes  and  the  nature  of 
the  residues  is  adequately  understood. 

Tolerances  have  previously  been 
established  for  residues  of  inorganic 
bromides  (calculated  as  bromide  ion)  in 


or  on  a  variety  of  vegetables  and  fruits 
grown  in  soil  treated  with  ethylene 
dibromide  (40  CFR  180.126);  in  or  on 
various  grains,  fruits  and  vegetables 
resulting  from  postharvest  fumigation 
(40  CFR  180.146);  and  various  processed 
foods  and  feeds  (21  CFR  193.225,  21  CFR 
193.230(d),  21  CFR  193.250  and  21  CFR 
561.260(b)).  As  cited  above,  there  is 
currently  a  proposed  regulatory  action 
pending  against  registration  of  the 
pesticide.  Prior  to  registration  of  the  use 
on  soybeans,  the  restrictions  as 
recommended  in  the  RPAR  Position 
Document  2/3  for  the  continuation  of  the 
soil  fumigant  use  pattern  will  be 
implemented.  There  are  no  other 
considerations  involved  in  establishing 
the  proposed  tolerances. 

The  pesticide  is  considered  useful  for 
the  purpose  for  which  the  tolerances  are 
sought.  Establishment  of  the  tolerances 
will  protect  the  public  health.  Therefore, 
the  regulations  amending  40  CFR  Part 
180  by  amending  §  180.126  and 
establishing  §  180.397  are  set  forth 
below. 

Any  person  adversely  affected  by  this 
regulation  may  on  or  before  April  2, 

1981,  file  written  objections  with  the 
Hearing  Clerk,  EPA,  Rm.  M-3708  (A- 
110),  401  M  St.,  SW,  Washington,  DC 
20460.  Such  objections  should  be 
submitted  in  quintriplicate  and  specify 
the  provisions  of  the  regulation  deemed 
to  be  objectionable  and  the  grounds  for 
the  objections.  If  a  hearing  is  requested, 
the  objections  must  state  the  issues  for 
the  hearing.  A  hearing  will  be  granted  if 
the  objections  are  supported  by  grounds 
legally  sufficient  to  justify  the  relief 
sought. 

Under  Executive  Order  12044,  EPA  is 
required  to  judge  whether  a  regulation  is 
“significant"  and  therefore  subject  to  the 
procedural  requirements  of  the  Order  or 
whether  it  may  follow  other  specialized 
development  procedures.  EPA  labels 
these  other  regulations  “specialized”. 
This  regulation  has  been  reviewed,  and 
it  has  been  determined  that  it  is  a 
specialized  regulation  not  subject  to  the 
procedural  requirements  of  Executive 
Order  12044. 

For  information  on  Regulatory 
Flexibility  Act,  see  appendix  to  this  rule. 

Effective  on:  March  3, 1981. 

(Sec.  408(d)(2),  68  Stat.  512,  (21  U.S.C. 
346a(d)(2)) 

Dated:  February  25, 1981. 

Edwin  L.  Johnson, 

Deputy  Assistant  Administrator  for  Pesticide 
Programs. 

Therefore,  Subpart  C  of  40  CFR  Part 
180  is  amended  as  follows: 
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1.  By  alphabetically  inserting 
soybeans  at  125  ppm  in  the  list  under, 

§  180.126  to  read  as  follows: 

§  180.126  Inorganic  bromides  resulting 
from  soil  treatment  with  ethylene 
dibromide;  tolerances  for  residues. 

*  *  *  *  * 

125  parts  per  million  in  or  on  soybeans 

2.  By  adding  §  180.397  to  read  as 
follows: 

§  180.397  Ethylene  dibromide;  tolerances 
for  residues. 

A  tolerance  is  established  for  the 
nematocide  ethylene  dibromide  in  or  on 
soybeans  at  .001  part  per  million. 

Appendix 

Certification  Under  Regulatory  Flexibility 
Act:  Congress  recently  enacted  the 
Regulatory  Flexibility  Act  (Pub.  L.  96-543,  94 
Stat.  1164,  5  U.S.C.  601-612,  effective  January 
1, 1981).  The  purpose  of  the  act  is  to  assure 
that  the  Agency  analyzes  the  effect  of 
regulatory  requirements  on  small  businesses, 
government  jurisdictions,  and  organizations 
(collectively  referred  to  as  small  entities). 

The  law  requires  that  all  “notice  and 
comment”  rulemaking,  both  proposed  and 
final,  be  accompanied  by  an  initial  or  final 
regulatory  flexibility  analysis,  or  by  a 
certification  by  the  Administrator  that  no 
such  analysis  is  necessary  because  the 
regulation  will  not  have  significant  adverse 
impact  on  a  substantial  number  of  small 
entities. 

Under  Sec.  408  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (FFDCA),  as  amended,  (21 
U.S.C.  346a),  the  Agency  is  authorized  to 
establish  by  regulation  tolerance  levels,  or 
exemptions  from  the  requirements  for  a 
tolerance,  for  pesticides  resulting  in  residues 
on  raw  agricultural  commodities.  Under  Sec. 
409  of  the  same  act  (21  U.S.C.  348],  the 
Agency  is  authorized  to  issue  regulations 
establishing  permissible  levels  of  residues  of 
pesticides  found  as  additives  in  processed 
food  or  feed.  These  tolerance  and  additive 
regulations  are  intei.ded  to  protect  the  public 
while  giving  appropriate  consideration  to  the 
production  of  an  adequate,  wholesome  and 
economical  food  supply. 

The  establishment  of  a  tolerance  or  an 
exemption  or  an  additive  level  allows  a 
pesticide  product  to  be  registered  for  a 
particular  use  resulting  in  residues  on  food  or 
feed.  This  generally  has  beneficial  economic 
impacts  on  the  producer,  distributor,  and 
professional  applicator  of  the  pesticide,  all  of 
whom  benefit  through  sale  of  the  pesticide.  It 
also  benefits  the  ultimate  user  of  the 
pesticide,  usually  a  grower  or  food  processor, 
who  would  otherwise  not  be  able  to  sell 
crops  containing  residues  of  that  pesticide. 

This  regulation  establishes  a  tolerance  for 
residues  of  the  nematodes,  ethylene 
dibromide  on  soybeans  at  .001  part  per 
million  (PPM)  and  a  tolerance  for  residues  of 
inorganic  bromides  (calculated  as  Br)  on 
soybeans  grown  in  soil  treated  with  the 
nematocide  ethylene  dibromide  at  125  ppm. 
This  rule  establishes  a  maximum  permissible 
level  for  residues  of  the  nematocide  on 
soybeans,  does  not  restrict  existing  uses  of 


the  pesticide,  and  is  beneficial  in  that  it 
would  allow  registration  of  an  additional  use 
for  the  control  of  nematocide  on  soybeans. 

Accordingly,  I  hereby  certify  that  this 
proposed  regulation  would  not,  if 
promulgated,  have  a  significant  adverse 
impact  on  a  substantial  number  of  small 
entities.  Therefore,  this  regulation  does  not 
require  a  regulatory  flexibility  analysis. 

Dated:  February  27, 1981. 

Walter  C.  Barber,  Jr., 

Acting  Administrator. 

[FR  Doc  61-6924  Filed  3-2-81:  9:32  am] 

BILLING  CODE  6560-32-M 


40  CFR  Part  180 

(PP  OF2386/R312;  PH-FRL  1769-3] 

Tolerances  and  Exemptions  From 
Tolerances  for  Pesticide  Chemicals  in 
or  on  Raw  Agricultural  Commodities; 
N-Methylpyrrolidone 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Final  rule. 

SUMMARY:  This  rule  establishes  an 
exemption  from  the  requirement  of  a 
tolerance  for  residues  of  the  pesticide 
chemical  Af-methylpyrrolidone  in  or  on 
apricots,  bell  peppers,  cantaloupes, 
cherries,  cucumbers,  eggplant, 
nectarines,  plums,  fresh  prunes, 
strawberries,  and  watermelons.  The 
regulation  was  requested  by  EM 
Industries,  Inc.  This  regulation  will 
allow  the  presence  of  residues  of  N- 
methylpyrrolidone  in  or  on  the  above 
raw  agricultural  commodities  when 
applied  in  formulations  of  the  fungicide 
triforine  (A/’.Af-Jl^- 
piperazinediylbis(2,2,2- 
trichloroethylidene)]  bisjformamide]) 
and  in  the  absence  of  tolerances 
establishing  maximum  permissible 
levels  of  the  residues  of  N- 
methylpyrrolidone  in  or  on  these 
commodities. 

EFFECTIVE  DATE:  Effective  on  March  3. 
1981. 

ADDRESS:  Written  objections  may  be 
submitted  to  the:  Hearing  Clerk, 
Environmental  Protection  Agency,  Rm. 
M-3708  (A-110),  401  M  Street  SW..  ' 
Washington,  D.C.  20460. 

FOR  FURTHER  INFORMATION  CONTACT: 
Henry  M.  Jacoby,  Product  Manager  (PM) 
21,  Registration  Division  (TS-767C), 
Office  of  Pesticide  Programs, 
Environmental  Protection  Agency,  Rm. 
418,  CM  No.2, 1921  Jefferson  Davis 
Highway,  Arlington.  VA  22202,  (703) 
557-7060. 

SUPPLEMENTARY  INFORMATION:  EPA 

issued  a  notice  that  published  in  the 
Federal  Register  of  February  18, 1981  (46 


FR  12763)  that  EM  Industries,  Inc.,  5 
Skyline  Drive,  Hawthorne,  NY  10523  had 
submitted  a  pesticide  petition  (PP 
OF2384)  to  the  EPA.  The  petition 
proposed  that  the  Administrator, 
pursuant  to  section  408(e)  of  the  Federal 
Food.  Drug,  and  Cosmetic  Act  amend  40 
CFR  Part  180  by  establishing  an 
exemption  from  the  requirement  of  a 
tolerance  for  residues  of  the  solvent  N- 
methylpyrrolidone  in  or  on  the  raw 
agricultural  commodities  apricots,  bell 
peppers,  cantaloupes,  cherries, 
cucumbers,  eggplant,  nectarines,  plums, 
fresh  prunes,  strawberries,  and 
watermelons  when  used  in  formulations 
with  the  fungicide  triforine  (N,N-[1,4- 
piperazinediylbis(2,2,2- 
trichloroethylidene)]  bis[formamide]). 

No  comments  or  request  for  referral  to 
an  advisory  committee  were  received  in 
response  to  the  notice  of  proposed 
rulemaking. 

The  toxicology  data  considered  in 
support  of  the  proposed  exemption  from 
the  requirement  of  a  tolerance  included 
a  subacute  mouse  feeding  study  and  a 
subacute  rat  feeding  study.  The  no- 
observed-effect-level  (NOEL) 
determined  from  a  90-day  dog  feeding 
study  is  1,000  parts  per  million  (ppm) 
based  on  the  findings  of  increased 
platelet  counts  in  males.  Studies  found 
in  the  literature  raised  concern  over  the 
chemical’s  teratogenic  potential. 
Although  this  exemption  from  a 
tolerance  is  adequately  supported,  any 
further  request  to  expand  the  exemption 
regulation  will  need  to  be  supported  by 
an  adequate  theratology  study.  An 
adequate  analytical  method  (gas 
chromatography  with  flame  ionization 
detection)  is  available  for  enforcement 
purposes.  The  residues  of  N- 
methylpyrrolidone  and  its  metabolites 
from  the  proposed  use  pattern  are  not 
expected  to  exceed  18  ppm  in  or  on 
apricots,  bell  peppers,  cantaloupes 
cherries,  cucumbers,  eggplant, 
nectarines,  plums,  fresh  prunes, 
strawberries,  and  watermelons. 

No  actions  are  currently  pending 
against  the  use  of  N-methylpyrrolidone 
as  an  inert  ingredient  in  pesticide 
formulations.  Other  considerations  in 
establishing  this  tolerance  exemption 
include  the  establishment  of  tolerances 
for  residues  of  triforine  in  or  on  raw 
agricultural  commodities — apricots,  bell 
peppers,  cantaloupes,  cherries, 
cucumbers,  eggplant,  nectarines,  plums, 
fresh  prunes,  strawberries,  and 
watermelons  [PP  OF2351/OF2352/R314) 
which  appears  elsewhere  in  this  issue  of 
the  Federal  Register. 

A-methylpyrrolidone  is  considered 
useful  for  the  purpose  for  which  the 
tolerance  exemption  is  sought.  There  is 
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no  reasonable  expectation  of  residues  in 
eggs,  meat,  milk,  or  poultry,  as 
delineated  in  40  CFR  180.6[a)(3).  The 
agency  has  determined  that  the 
exemption  from  the  requirement  of  a 
tolerance  will  protect  the  public  health. 
Therefore,  the  exemption  from  the 
requirement  of  a  tolerance  is  established 
as  set  forth  below. 

Any  person  adversely  affected  by  this 
regulation  may,  on  or  before  April  2, 

1981,  file  written  objections  with  the 
Hearing  Clerk,  EPA,  Rm.  M-3708  (A- 
110),  401  M  St.,  SW.,  Washington,  D.C. 
20460.  Such  objections  should  be 
submitted  in  quintuplicate  and  specify 
the  provisions  of  the  regulation  deemed 
objectionable  and  the  grounds  for  the 
objections.  If  a  hearing  is  requested,  the 
objections  must  state  the  issues  for  the 
hearing.  A  hearing  will  be  granted  if  the 
objections  are  supported  by  grounds 
legally  sufficient  to  justify  the  relief 
sought. 

Under  Executive  Order  12044,  EPA  is 
required  to  judge  whether  a  regulation  is 
“significant"  and  therefore  subject  to  the 
procedural  requirements  of  the  Order  or 
whether  it  may  follow  other  specialized 
development  procedures.  EPA  labels 
these  other  regulations  "specialized.” 
This  proposed  rule  has  been  reviewed, 
and  it  has  been  determined  that  it  is  a 
specialized  regulation  not  subject  to  the 
procedural  requirements  of  Executive 
Order  12044. 

For  information  on  the  Regulatory 
Flexibility  Act,  see  appendix  to  this  rule. 

Effective  date:  March  3, 1981. 

(Sec.  408(e)  68  Stat.  514;  (21  U.S.C.  346a(e))) 

Dated:  Febraury  27. 1981. 

Edwin  L  Johnson, 

Deputy  Assistant  Administrator  for  Pesticide 
Programs. 

Therefore,  Subpart  D  of  40  CFR  Part 
180  be  amended  by  revising  §  180.1047 
to  read  as  follows: 

§  180.1047  N-Methylpyrrolidone; 
exemption  from  the  requirement  of  a 
tolerance. 

TV-methylpyrrolidone  is  exempted 
from  the  requirement  of  a  tolerance  for 
residues  in  or  on  the  raw  agricultural 
commodities — apricots,  bell  peppers, 
blueberries,  cantaloupes,  cherries, 
cranberries,  cucumbers,  eggplant, 
nectarines,  peaches,  plums,  fresh 
prunes,  strawberries,  and  watermelons 
when  used  in  accordance  with  good 
agricultural  practices  in  formulations 
with  the  fungicide  triforine  [N.N-1A- 
piperazinediylbis(2,2,2- 
trichloroethylidene)]bis[formamide])  if 
such  formulations  contain  not  more  than 
30  percent  N-methylpyrrolidone. 


Appendix 

Certification  Under  Regulatory  Flexibility 
Act:  Congress  recently  enacted  the 
Regulatory  Flexibility  Act  (Pub.  L.  96-543,  94 
Stat.  1164,  5  U.S.C.  601-612,  effective  January 
1, 1981).  The  purpose  of  the  Act  is  to  assure 
that  the  Agency  analyzes  the  effect  of 
regulatory  requirements  on  small  businesses, 
Government  jurisdictions,  and  organizations 
(collectively  referred  to  as  “small  entities”). 
The  law  requires  that  all  “notice-and- 
comment”  rulemaking,  both  proposed  and 
final,  be  accompanied  by  an  initial  or  final 
regulatory  flexibility  analysis,  or  by  a 
certification  by  the  Administrator  that  no 
such  analysis  is  necessary  because  the 
regulation  will  not  have  a  significant  adverse 
impact  on  a  substantial  number  of  small 
entities. 

Under  Sec.  408  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (FFDCA),  as  amended  (21 
U.S.C.  346a),  the  Agency  is  authorized  to 
establish  by  regulation  tolerance  levels,  or 
exemptions  from  the  requirements  for  a 
tolerance,  for  pesticides  resulting  in  residues 
on  raw  agricultural  commodities.  Under  Sec. 
409  of  the  same  Act  (21  U.S.C.  348),  the 
Agency  is  authorized  to  issue  regulations 
establishing  permissible  levels  of  residues  of 
pesticides  found  as  additives  in  processed 
food  or  feed.  These  tolerance  and  additive 
regulations  are  intended  to  protect  the  public 
while  giving  appropriate  consideration  to  the 
production  of  an  adequate,  wholesome  and 
economical  food  supply. 

The  establishment  of  a  tolerance  or  an 
exemption  or  an  additive  level  allows  a 
pesticide  product  to  be  registered  for  a 
particular  use  resulting  in  residues  on  food  or 
feed.  This  generally  has  beneficial  economic 
impacts  on  the  producer,  distributor,  and 
professional  applicator  of  the  pesticide,  all  of 
whom  benefit  through  sale  of  the  pesticide.  It 
also  benefits  the  ultimate  user  of  the 
pesticide,  usually  a  grower  or  food  processor, 
who  would  otherwise  not  be  able  to  sell 
crops  containing  residues  of  that  pesticide. 

This  regulation  would  exempt  the  inert 
ingredient  from  the  need  of  a  tolerance  on 
certain  raw  agricultural  commodities  when 
used  in  formulation  with  the  fungicide 
triforine.  The  rule  is  necessary  before  the 
Agency  can  register  the  pesticide  product 
Funginex  for  additional  agricultural  uses.  No 
additional  restrictions  are  placed  on  the 
registrants  by  this  rule. 

Accordingly,  I  hereby  certify  that  this 
proposed  regulation  would  not,  if 
promulgated,  have  a  significant  adverse 
impact  on  a  substantial  number  of  small 
entities.  Therefore,  this  regulation  does  not 
require  a  regulatory  flexibility  analysis. 

Dated:  February  27, 1981. 

Walter  C.  Barber.  Jr., 

Acting  Administrator. 

[FR  Doc.  81-6925  Filed  3-2-81: 9:32  am) 

BILLING  CODE  6560-32-M 


40  CFR  Part  180 

IPP  OF2384/R313;  PH-FRL  1769-2] 

Tolerances  and  Exemptions  From 
Tolerances  for  Pesticide  Chemicals  in 
or  on  Raw  Agricultural  Commodities; 
Dimethylformamide 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Final  rule. 

SUMMARY:  This  rule  establishes  an 
exemption  from  the  requirement  of  a 
tolerance  for  residues  of  the  pesticide 
chemical  dimethylformamide  in  or  on 
apricots,  bell  peppers,  cantaloupes, 
cherries,  cucumbers,  eggplant, 
nectarines,  plums,  fresh  prunes, 
strawberries,  and  watermelons.  The 
regulation  was  requested  by  EM 
Industries,  Inc.  This  regulation  will  - 
allow  the  presence  of  residues  of 
dimethylformamide  in  or  on  the  above 
raw  agricultural  commodities  when 
applied  in  formulations  of  the  fungicide 
trioforine  (Af,AT-[l,4-piperazinediylbis 
(2,2,2-trichloroethylidene)] 
bis[formamide])  and  in  the  absence  of 
tolerances  establishing  maximum 
permissible  levels  of  the  residues  of 
dimethylformamide  in  or  on  these 
commodities. 

EFFECTIVE  DATE:  Effective  on  March  3, 
1981. 

ADDRESS:  Written  objections  may  be 
submitted  to  the:  Hearing  Clerk, 
Environmental  Protection  Agency,  Rm. 
M-3708  (A-110),  401  M  Street  SW., 
Washington,  D.C.  20460. 

FOR  FURTHER  INFORMATION  CONTACT: 
Henry  M.  Jacoby,  Product  Manager  (PM) 
21,  Registration  Division  (TS-767C), 
Office  of  Pesticide  Programs, 
Environmental  Protection  Agency,  Rm. 
418,  CM#2, 1921  Jefferson  Davis 
Highway,  Arlington,  VA  22202,  (703- 
557-7060). 

SUPPLEMENTARY  INFORMATION:  EPA 

issued  a  notice  that  published  in  the 
Federal  Register  of  February  18, 1981  (46 
FR  12764)  that  EM  Industries,  Inc.,  5  ■ 
Skyline  Drive,  Hawthorne,  NY  10523  had 
submitted  a  pesticide  petition  (PP 
OF2384)  of  the  EPA.  The  petition 
proposed  that  the  Administrator, 
pursuant  to  section  408(e)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  amend  40 
CFR  Part  180  by  establishing  an 
exemption  from  the  requirement  of  a 
tolerance  for  residues  of  the  solvent 
dimethylformamide  in  or  on  the  raw 
agricultural  commodities — apricots,  bell 
peppers,  cantaloupes,  cherries, 
cucumbers,  eggplant,  nectarines,  plums, 
fresh  prunes,  strawberries,  and 
watermelons  when  used  in  formulations 
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with  thejungicide  trioforine  (Af,jV-[l,4- 
piperazinediylbis  (2,2,2- 
trichloroethylidene)]  bis[formamide]). 

The  data  submitted  in  this  petition 
and  other  revelant  material  have  been 
evaluated.  The  toxicological  data 
considered  in  support  of  the  proposed 
exemption  from  the  requirement  of  a 
tolerance  included  a  subacute  mouse 
feeding  study  and  subacute  rat  feeding 
study.  The  no-observed-effect  level 
(NOEL)  determined  from  the  subacute 
rat  feeding  study  is  554  parts  per  million 
(ppm)  based  on  finding  congested  liver 
volumes  at  higher  levels.  Studies  found 
in  the  literature  raised  concern  over  the 
chemical’s  teratogenic  potential. 

Although  this  exemption  from  a 
tolerance  is  adequately  supported,  any 
further  requests  to  expand  the 
exemption  regulation  will  need  to  be 
supported  by  an  adequate  teratology 
study.  An  adequate  analytical  method 
(gas  chromatorgrapy  with  flame 
ionization  detection)  is  available  for 
enforcement  purposes. 

The  residues  of  dimethylformamide 
(DMF)  and  its  methabolites  from  the 
proposed  use  pattern  are  not  expected 
to  exceed  18  ppm  in  or  on  apricots,  bell 
peppers,  cantaloupes,  cherries, 
cucumbers,  eggplant,  nectarines,  plums,  • 
fresh  prunes,  strawberries,  and 
watermelons. 

No  actions  are  currently  pending 
against  the  continued  exemption  of 
dimethylformamide  when  used  as  an 
inert  ingredient  in  pesticide 
formulations.  Other  considerations  in 
establishing  this  tolerance  exemption 
include  the  establishment  of  tolerances 
for  residues  triforine  in  or  on  apricots, 
bell  peppers,  cantaloupes,  cherries, 
cucumbers,  eggplant,  nectarines, 
peaches,  plum,  fresh  prune, 
strawberries,  and  watermelons. 

Dimethylformamide  is  considered 
useful  for  the  purpose  for  which  the 
exemption  from  requirement  of  a 
tolerance  is  sought.  There  is  no 
reasonable  expectation  of  residues  in 
eggs,  meat,  milk,  or  poultry  as 
delineated  in  40  CFR  180.6(a)(3).  The 
agency  has  determined  that  the 
proposed  exemption  from  the 
requirement  of  a  tolerance  will  protect 
public  health.  Therefore,  40  CFR  Part  180 
established  as  set  forth  below. 

Any  person  adversely  affected  by  this 
regulation  may,  on  or  before  April  2, 

1981,  file  written  objections  with  the 
Hearing  Clerk,  EPA,  Rm.  M-3708  (A- 
110),  401  M  St.,  SW.,  Washington,  D.C. 
20460.  Such  objections  should  be 
submitted  in  quintuplicate  and  specify 
the  provisions  of  the  regulation  deemed 
objectionable  and  the  grounds  for  the 
objections.  If  a  hearing  is  requested  the 
objections  must  state  the  issues  for  the 


hearing.  A  hearing  will  be  granted  if  the 
objections  are  supported  by  grounds 
legally  sufficient  to  justify  the  relief 
sought. 

Under  Executive  Order  12044,  EPA  is 
required  to  judge  whether  a  regulation  is 
significant  and  therefore  subject  to  the 
procedural  requirements  of  the  Order  or 
whether  it  may  follow  other  specialized 
development  procedures.  EPA  labels 
these  other  regulations  "specialized.” 
This  proposed  rule  had  been  reviewed, 
and  it  has  been  determined  that  it  is  a 
specialized  regulation  not  subject  to  the 
procedural  requirements  of  Executive 
Order  12044. 

For  information  on  Regulatory 
Flexibility  Act,  see  appendix  to  this  rule. 

(Sec.  4(8e),  68  Stat.  514  (21  U.S.C.  346a(e))) 

Dated:  February  27, 1981. 

Edwin  L.  Johnson, 

Deputy  Assistant  Administrator  for  Pesticide 
Programs. 

Therefore,  Subpart  D  of  40  CFRTart 
180  be  amended  by  revising  §  180.1046 
to  read  as  follows: 

§  180.1046  Dimethylformamide;  exemption 
from  the  requirement  of  a  tolerance. 

Dimethylformamide  is  exempted  from 
the  requirement  of  a  tolerance  for 
residues  in  or  on  the  raw  agricultural 
commodities  apricots,  bell  peppers, 
blueberries,  cantaloupes,  cherries, 
cranberries,  cucumbers,  eggplant, 
nectarines,  peaches,  plums,  fresh 
prunes,  strawberries,  and  watermelons 
when  used  in  accordance  with  good 
agricultural  practices  in  formulations 
with  the  fungicide  triforine  (./V,/V-[l,4- 
piperazinediylbis  (2,2,2- 
trichloroethylidene)]bis[formamide])  if 
such  formulations  contain  not  more  than 
30  percent  dimethylformamide. 

Appendix 

Certification  Under  Regulatory  Flexibility 
Act:  Congress  recently  enacted  the 
Regulatory  Flexibility  Act  (Pub.  L  96-543,  94 
Stat.  1164,  5  U.S.C.  601-612,  effective  January 
1, 1981).  The  purpose  of  the  Act  is  to  assure 
that  the  Agency  analyzes  the  effect  of 
regulatory  requirements  on  small  businesses. 
Government  jurisdictions,  and  organizations 
(collectively  referred  to  as  “small  entities"). 
The  law  requires  that  all  “notice-and 
comment"  rulemaking,  both  proposed  and 
final,  be  accompanied  by  an  initial  or  final 
regulatory  flexibility  analysis,  or  by  a 
certification  by  the  Administrator  that  no 
such  analysis  is  necessary  because  the 
regulation  will  not  have  a  significant  adverse 
impact  on  a  substantial  number  of  small 
entities. 

Under  Sec.  408  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (FFDCA),  as  amended  (21 
U.S.C.  346a),  the  Agency  is  authorized  to 
establish  by  regulation  tolerance  levels,  or 
exemptions  from  the  requirements  for  a 
tolerance,  for  pesticides  resulting  in  residues 
on  raw  agricultural  commodities.  Under  Sec. 


409  of  the  same  Act  (21  U.S.C.  348).  the 
Agency  is  authorized  to  issue  regulations 
establishing  permissible  levels  of  residues  of 
pesticides  found  as  additives  in  processed 
food  or  feed.  These  tolerance  and  additive 
regulations  are  intended  to  protect  the  public 
while  giving  appropriate  consideration  to  the 
production  of  an  adequate,  wholesome  and 
economical  food  supply. 

The  establishment  of  a  tolerance  or  an 
exemption  or  an  additive  level  allows  a 
pesticide  product  to  be  registered  for  a 
particular  use  resulting  in  residues  on  food  or 
feed.  This  generally  has  beneficial  economic 
impacts  on  the  producer,  distributor,  and 
professional  applicator  of  the  pesticide,  all  of 
whom  benefit  through  sale  of  the  pesticide.  It 
also  benefits  the  ultimate  user  of  the 
pesticide,  usually  a  grower  or  food  processor, 
who  would  otherwise  not  be  able  to  sell 
crops  containing  residues  of  that  pesticide. 

This  regulation  would  exempt  the  inert 
ingredient  from  the  need  of  a  tolerance  on 
certain  raw  agricultural  commodities  when 
used  in  formulation  with  the  fungicide 
triforine.  The  rule  is  necessary  before  the 
Agency  can  register  the  pesticide  product 
Funginex  for  additional  agricultural  uses.  No 
additional  restrictions  are  placed  on  the 
registrants  by  this  rule. 

Accordingly,  I  hereby  certify  that  this 
proposed  regulation  would  not,  if 
promulgated,  have  a  significant  adverse 
impact  on  a  substantial  number  of  small 
entities.  Therefore,  this  regulation  does  not 
require  a  regulatory  flexibility  analysis. 

Dated:  February  27, 1981. 

Walter  C.  Barber,  Jr., 

Acting  Administrator. 

[FR  Doc.  81-6926  Filed  3-2-81: 9:32  am) 

BILLING  CODE  6560- 32-M 


40  CFR  Part  180 

[PP  OF235 1  /OF2352/R3 14;  PH-FRL  1769-4] 

Tolerances  and  Exemptions  From 
Tolerances  for  Pesticide  Chemicals  in 
or  on  Raw  Agricultural  Commodities; 
Triforine 

agency:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Final  rule. 

SUMMARY:  This  rule  establishes  a 
tolerance  for  residues  of  the  fungicide 
triforine  (/V,jV-[1,4- 
piperazinediylbis(2,2,2- 
trichloroethylidene)]bis(formamide])  in 
or  on  certain  raw  agricultural 
commodities.  This  regulation  was 
requested  by  EM  Industries,  Inc.  This 
regulation  will  establish  maximum 
permissible  levels  for  residues  of 
triforine  in  or  on  these  raw  agricultural 
commodities. 

EFFECTIVE  date:  Effective  on  March  3, 
1981. 

ADDRESS:  Written  objections  may  be 
submitted  to  the:  Hearing  Clerk, 
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Environmental  Protection  Agency,  Rm. 
M-3708  (A-110),  401  M  Street,  SW., 
Washington,  D.C.  20460. 

FOR  FURTHER  INFORMATION  CONTACT: 
Henry  M.  Jacoby,  Product  Manager  (PM) 
21,  Registration  Division  (TS-767C), 

Office  of  Pesticide  Programs, 
Environmental  Protection  Agency,  Rm. 
418,  CM#2, 1921  Jefferson  Davis 
Highway,  Arlington,  VA  22202,  (703- 
557-7060). 

SUPPLEMENTARY  INFORMATION:  EPA 

issued  a  notice  that  published  in  the 
Federal  Register  of  February  18, 1981  (46 
FR  12762)  that  EM  Industries,  Inc.,  5 
Skyline  Drive,  Hawthorne,  NY  10523  had 
submitted  pesticide  petitions  PP  OF2351 
and  PP  OF2352  to  the  EPA.  These 
petitions  proposed  that  tolerances  be 
established  for  residues  of  the  fungicide 
triforine  (jV,7V-[1,4- 
piperazinediylbis(2,2,2- 
trichloroethylidene)]bis[formamide])  in 
or  on  the  raw  agricultural  commodities 
apricots  at  8.0  parts  per  million  (ppm); 
bell  peppers  5.0  ppm;  blueberries  at  0.1 
ppm:  cantaloupes  at  1.0  ppm;  cherries  at 
3.0  ppm;  cranberries  at  0.1  ppm; 
cucumbers  at  0.5  ppm;  eggplant  at  1.0 
ppm;  nectarines  at  8.0  ppm;  peaches  at 
8.0  ppm;  plums  at  3.0  ppm;  prunes  (fresh) 
at  3.0  ppm;  strawberries  at  2.0  ppm;  and 
watermelons  at  1.0  ppm.  No  comments 
or  request  for  referral  to  an  advisory 
committee  were  received  in  response  to 
this  notice  of  proposed  rulemaking. 

The  data  submitted  in  these  petitions 
and  other  relevant  material  have  been 
evaluated.  The  pesticide  is  considered 
useful  for  the  purpose  for  which  the 
tolerances  are  sought.  Because  there  are 
no  animal  feed  items  in  this  petition, 
there  are  no  reasonable  expectations  for 
residues  in  eggs,  milk,  meat,  or  poultry. 
The  toxicology  data  considered  in 
support  of  the  tolerances  included  a  2- 
year  dog  feeding  study  with  a  no- 
observed-effect-level  (NOEL)  of  100 
ppm;  a  2-year  rat  feeding  study  with  a 
NOEL  of  625  ppm,  with  no  oncogenic 
effect  at  3,125  ppm;  an  18-month  mouse 
feeding  study  (negative  for  oncogenicity 
at  750  ppm;  teratology  and  fetotoxicity 
effects  at  800  ppm);  two  rat  metabolism 
studies  (satisfactory  to  determine  major 
metabolites);  a  three-generation  rat 
reproduction  study  with  a  NOEL  of  2,500 
ppm;  mutagenicity  (negative,  male 
dominant  lethal  mouse  test);  and  a  60- 
day  dog  feeding  study  with  a  NOEL  of 
100  ppm. 

Based  on  the  dog  feeding  study,  the 
NOEL  is  100  ppm  or  2.5  milligrams  (mg)/ 
kilogram  (kg)  of  body  weight  (bw).  Using 
a  100-fold  safety  factor,  the  acceptable 
daily  intake  (ADI)  is  0.025  mg/kg  of 
body  weight/day  and  the  maximum 
permissible  intake  (MPI)  is  1.5  mg/ day 


for  a  80-kg  person.  These  tolerances  will 
result  in  a  maximum  theoretical 
exposure  of  0.1863  mg/day. 

An  adequate  analytical  method  for 
determining  residues  of  triforine  is 
available  (gas  chromatography  with  an 
electron  capture  detector)  for 
enforcement  purposes. 

No  actions  are  currently  pending 
against  the  continued  registration  of 
triforine.  Other  considerations  in  the 
registration  of  triforine  include  the 
exemption  from  the  requirement  of  a 
tolerance  for  residues  of  the  solvents  N- 
methylpyrrolidone  and 
dimethylformamide  used  in  the 
formulated  product  when  applied  to 
apricots,  bell  peppers,  cantaloupes, 
cherries,  cucumbers,  eggplant, 
nectarines,  plums,  fresh  prunes, 
strawberries,  and  watermelons.  These 
regulations  [PP  OF2384/R313  and  PP  OF 
2386/R312]  appear  elsewhere  in  this 
issue  of  the  Federal  Register.  It  is 
concluded  that  the  tolerances  will 
protect  the  public  health,  and  therefore 
the  tolerances  are  established  as  set 
forth  below. 

Any  person  adversely  affected  by  this 
regulation  may,  on  or  before  April  2, 

1981,  file  written  objections  with  the 
Hearing  Clerk,  EPA,  Rm.  M-3708  (A- 
110),  401  M  St.,  SW.,  Washington,  D.C. 
20460.  Such  objections  should  be 
submitted  in  quintuplicate  and  specify 
the  provisions  of  the  regulation  deemed 
objectionable  and  the  grounds  for  the 
objections.  If  a  hearing  is  requested,  the 
objections  must  state  the  issues  for  the 
hearing.  A  hearing  will  be  granted  if  the 
objections  are  supported  by  grounds 
legally  sufficient  to  justify  the  relief 
sought. 

Under  Executive  Order  12044,  EPA  is 
required  to  judge  whether  a  regulation  is 
significant  and  therefore  subject  to  the 
procedural  requirements  of  the  order  or 
whether  it  may  follow  other  specialized 
development  procedures.  EPA  labels 
these  other  regulations  “specialized.” 
This  regulation  has  been  reviewed,  and 
it  had  been  determined  that  it  is  a 
specialized  regulation  not  subject  to  the 
procedural  requirements  of  Executive 
Order  12044. 

For  information  on  Regulatory 
Flexibility  Act,  see  appendix  to  this  rule. 

(Sec.  408(d)(2),  68  Stat.  512  (21  U.S.C. 
348a(d)(2))) 

Dated:  February  27, 1981. 

Edwin  L.  Johnson, 

Deputy  Assistant  Administrator  for  Pesticide 
Programs. 

Therefore,  Subpart  C  of  40  CFR  Part 
180  be  amended  by  revising  §  180.382  to 
read  as  follows: 


§  180.382  Triforine;  tolerances  for. 
residues. 

Tolerances  are  established  for 
residues  of  the  fungicide  triforine  [N,N- 
[l,4-piperazinediylbis(2,2,2- 
trichloroethylidene)]bis[formamide])  in 
or  on  the  following  raw  agricultural 
commodities: 


Parts 

Commodities  per 

million 

. . .  8.0 

4 

Cantaloupes . 

Cherries . 

.  3.0 

. 5 

Eggplant . 

Nectarines . 

.  1.0 

. . . . . .  8.0 

.  3.0 

Prunes  (fresh)... 

.  1.0 

Appendix 

Certification  Under  Regulatory  Flexibility 
Act: 

Congress  recently  enacted  the  Regulatory 
Flexibility  Act  (Pub.  L.  96-543,  94  Stat.  1164,  5 
U.S  C.  601-612,  effective  January  1, 1981).  The 
purpose  of  the  Act  is  to  assure  that  the 
Agency  analyzes  the  effect  of  regulatory 
requirements  on  small  businesses, 
Government  jurisdictions,  and  organizations 
(collectively  referred  to  as  “small  entities"). 
The  law  requires  that  all  “notice  and 
comment”  rulemaking,  both  proposed  and 
final,  be  accompanied  by  an  initial  or  final 
regulatory  flexibility  analysis,  or  by  a 
certification  by  the  Administrator  that  no 
such  analysis  is  necessary  because  the 
regulation  will  not  have  a  significant  adverse 
impact  on  a  substantial  number  of  small 
entities. -• 

Under  Sec.  408  of  the  Federal  Food.  Drug, 
and  Cosmetic  Act  (FFDCA),  as  amended  (21 
U.S.C.  346a),  the  Agency  is  authorized  to 
establish  by  regulation  tolerance  levels,  or 
exemptions  from  the  requirements  for  a 
tolerance,  for  pesticides  resulting  in  residues 
on  raw  agricultural  commodities.  Under  Sec. 
409  of  the  same  Act  (21  U.S.C.  348),  the 
Agency  is  authorized  to  issue  regulations 
establishing  permissible  levels  of  residues  of 
pesticides  found  as  additives  in  processed 
food  or  feed.  These  tolerance  and  additive 
regulations  are  intended  to  protect  the  public 
while  giving  appropriate  consideration  to  the 
production  of  an  adequate,  wholesome  and 
economical  food  supply. 

The  establishment  of  a  tolerance  or  an 
exemption  or  an  additive  level  allows  a 
pesticide  product  to  be  registered  for  a 
particular  use  resulting  in  residues  on  food  or 
feed.  This  generally  has  beneficial  economic 
impacts  on  the  producer,  distributor,  and 
professional  applicator  of  the  pesticide,  all  of 
whom  benefit  through  sale  of  the  pesticide.  It 
also  benefits  the  ultimate  user  of  the 
pesticide,  usually  a  grower  or  food  processor, 
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who  would  otherwise  not  be  able  to  sell 
crops  containing  residues  of  that  pesticide. 

This  proposed  regulation  would  revise  the 
present  tolerance  regulation  for  the  fungicide 
triforine  §  180.382,  to  include  several 
additional  raw  agricultural  commodities.  This 
revision  of  the  regulation  is  necessary  before 
the  Agency  can  register  the  pesticide  product, 
funginex,  for  additional  agricultural  uses.  No 
additional  restrictions  are  placed  on  the 
product  or  the  registrant(s)  by  this  rule. 

Accordingly,  I  hereby  certify  that  this 
proposed  regulation  would  not,  if 
promulgated,  have  a  significant  adverse 
impact  on  a  substantial  number  of  small 
entities.  Therefore,  this  regulation  does  not 
require  a  regulatory  flexibility  analysis. 

Dated:  February  27, 1981. 

Walter  C.  Barber,  Jr., 

A  ding  A  dministrator. 

|FR  Doc.  81-6927  Filed  3-2-81;  9:32  am] 
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